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CE‘PARATMENT OF flEAbfH AN0 HUMAN SERVICES 

APPLICATIGN FOA A VARIAWX 

PUBLtC HEALTH SEFWCE i%OM 21 CFR ttMO.ll(c) FOR A 
FOOD AND DRUG ADMINISTRATION LASER LIGHT StfOW, DHNAY, 

OR. GEViCE 

@002/004 

LascrXpress 
b. PRODUC? FOR WHICH A VARfANCE IS REQUESTED 

il A  LASER DISPLAY DEVICE 

A 
A PROJECTOR FOR A LASER LIGHT SHOW 

E A LASER LIGHT SnOW 

ci OTHER (.\pv/il ___I_ 

1 ‘CO 

; 

PROJECTORS ARE INTENDED FOR SALE. LEASE. OR LOAN TO OTHER 
LASER LtGHT SHOW PRODUCERS 

d PRODUCT IS INTENDED FOR USE IN A 

‘z PLANETARIUM OR OTHER DOME PROJECi lON STRUCTURE 

3 7hEATER 

c: HOTEUMOTEL BALLROOM OR MEETING ROOM 

5 STORE DISPLAYS 

r! TRADE SHOW OR CONVENTION 

j OISCOWEOUE OR NIGHT CLUB 

0 PAVILION 

0 INDOOR ARENA 

‘2 OUTDOOR ARENA 

0 MUSEUM ,. 

c! OUTDOOR UNENCLOSED AREA 

cl OTHER (.\/rrs,r~) 

e PRODUCT IS lNTENDED TO BE USED 

2% AT ONLY ONE (twvo LOCATION 

0 AT A VARIETY OF (wrrr) LOCATIONS 

a OTHER [.S/wu/\) _____ 

I. PRODUC7 IS INTENDEn Ts, BE USED AT ANY ONE LQCAllON 

0 MORE THAN 15 DAYS 

fJ MORE THAN’S 8~7 NOT MORE THAN 15 DAYS 

0 LESS THAN 5 DAYS >c- /a 

g TOUR I5 INTENDED YO RUN FOR 

ci MORE THAN 6 MONTHS ’ f 
G  16MONTHS 

c; LESS THAN 1 MqNlH 

G  NOT APPLICABLE ,wrr II ww, @ ‘* CL* 

0 OTCIER ~bnvrr~) . ..-.-- 
$1; if3 

R  PRODUCT UTlLlLES THE FO;LOWiN‘C LASER EFFECTS 

sa’ FRONT SCREEN PROJECTIONS 

;rp REAR SCREEN PRVJECTIONS 

c; HOLOGRAPHIC DISPLAYS 

$a MULTIPLE REf LECTlONIOIFFRACTION EFFECTS 

q AUDIEtkE SCANNING I II ‘I, ,,,‘ I,,,,, 3 .‘ I ,,,N,,, c ‘PI I a/I c ‘~‘\ddC WI rrnmrl,d ,,,,~V\ J 

&$ REELSCJIO~S FROM STATIONARY MIRRORS OR MIRRORED SURFACES 
t,,<,u,a l,‘,rrrr’,.L, 

s STATIONARY IRRAOIATION OF ROTATtNG MlRROR BALLS ETC 

s SCANNING IRRADIATION OF ROTATING Mli?ROR BALLS ETC. 

X FiBER OPTIC PROJECTIONS 

Jj;ic FOG. SMOKE. OR OTHER SCAT7ERlNG ENHANCEMENT EFFECTS 

0 OTHER (.k%~!‘! _ _ __ __. 

ION LEVELS 
LASER MEDLUM rr)r. I/C..\,*. I.,<., - r WAVE LENGTHS fnm) PEAK POWER , H  bar, 

I 

Argon 458-515 3QOmKatt 

Scanning Frequency OS-35K, Scanning Amplitude O-4,5 dec;reeE 

ICIENTLY VI.%!3 

OTHER OR ADDITIONAL EXPLANATION I.\~~I~I 

FORM FDA 3147 (3167) 
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IN WHICH IT IS PHOPOSED TCI DEVIATE t-HUM it-it kt&JlntMtNl:,Or Int Arrut.durt DIMNVH~,U 

IT IS PROPOSED TO DEVIATE FROM THE PROVlSlUNS OF 21 CFR 1040.~l(c) IN THAT THE ACGESSIBLE EMISSION l,EVEt WOULD EXCEED THE 
ACCESSIBLE EMISSION LIMITS SPlZCIFLED IN 21 CFR t0400.lllc). 

0 IT IS PROPOSED -TO DEVIATE FROM THE PROVtSlON 6@ 2i Ci+R t040.1 l(c) AS FOLLOWS: 

12. ADVANTAGES TO BE DERIVED FROM SUCH DSVlATlON 

Jc LASER UGHT SHOWS AND DISPLAYS ARE ACCEPTED POPULAR MEDIA IN ENTERTAINMENT AND TWE ARTS. USE OF POWER LEVELS Ifi 
EXCESS OF THE UMlTS IMPOSED BY 21 GFR %040.11(c~ Is NECESSARY TQ ACHIEVE THE AEUUfRED EFFECTS IN THESE MEDIA. 

q OTHER OR ADDiTIONAL ADVANTAGES (dsseriba and f&r&) 

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECfiON TO BE PROVIDED, (Check BS rqmv baxtm as apply. in itim 14 ‘%emsrks.” iustiti any boxes 
not checked, using addttionsl stleets as necessSa8~. Sate 4ny other rne#s of mdtattan pmtectbn d?8r witI br used.) 

a. 4 ALL LASER PRODUCTS, SYSTEMS, SH~OWS, AND PR,ChJECToRS WI&BE CERTIFIED TO COMPLY WiTH 21 CFR 1040.10 AND THE CONDI- 
TIONS OF THIS VARtANGE ANDIWILL BE REPORTEO AS REOUIRED BY 21 C#R Y002.K) AN0 1062.12 USING THE REPORTING GUIDES PRO- 
VIDED FOR SUCH PURPOSE THESE ACTlONS’WILti BE AdCOMPLtSHE# PR$RTO. ANY lNTR@DUCTlON INTO CQMMERCL 

b. EFFECTS NOT SPECIFICAUY INDICATED IN THIS VARIANCE APPLICATION~WILL~NOT BE PEFl?ZIRMED. NO OTHER EFFECTS WILL SE 
ADDED UNTIL AN AMENDMENT TO THE VARIANCE HAS BEEN OBTAINED &ND THE RECJUiREEt-REPORTS OR SUPPLEMENTS, AS 
APPLICABLE, HAVE BEEN SUBWITTED. 

C. SCANNING, PROJECTION, OR REFLECTION OF LASER AND COLLATERALRADlAT)GN [LIGHT VOW RADIATlON) INTO AUDIENCE OR OTHER 
ACCESSIBLE UNCONTROLLED AREAS WiLL NOT Bf PERMITTED EXCEPT FOti‘DIFFWSE RWLEGT10NS~PRODUCED BY THE AYMOSPHERE. 
ADDED ATMOSPHERIC SCAITERING MEOIA, AND TARGET SCREENS. 

d. 
$ 

LASER RADlATiON LEVELS IN &C&S OF THE LtM&TS OF CL&% I WILL NOT BE PERMfTTBD AT ANY POtNT LESS THAN 3.0 METERS ABOVE 
ANY SURFAdE UPON WHICH PtiRSONB OTHER THAN OPERATORS. PERFORMERS, OR Eiy%PLOYEES ARE PERMIRFD TO STAND OR 2.5 
METERS BELOW OR IN LATERAL SEPAR.dTlQN FROM ANY PLACE WHBRE SUCH PERtiNS ARE P$ZRMlTi-El? TO BE. OPERATORS, 
PERFORMERS, AND EMPLOYEES WtLL NOT BE RE.GUfRED OR ALLOWEO TO VIEW RAGtATlON ABQVE THE LIMITS OF CLASS I OR SE 
EXPOSED TO RADIAnON ABOVi. THE LlMtTS SPECfFiED IW 21 CFR 1040.tl(& 

e. 
v 

ANY PRODUCT WHlCH RELIES dN SCANNING To MEET ACCESS, EXPOSURE, OR PRODUCT CLASS LIMlTS WILL INCORPORATE A SCANNING 
SAFEGUARD SYSTEM WHICH DtRECTLY SENSES S&NNER MOTION AND WHICH ‘Wit R&A67 FAST ENOUGH TO PRECLUDE EXCEEOlNG 
THE APPLICABLE LfMIT. 

1. 
T 

ALL LASER LIGHT SHOWS SHALlL BE UNDER THE DIRECT AND PERSONAL CONTROL OF TRAINED. COMPETENT OPERATOR&S). THE 
OPERATOR(S) WILL: 

(1) IMMEDIATELY TERMINA;E TGE EMMISSION OF LIGHT SHOW RADIATION IN THE EVENT OF ANY UNSAFE CONDITION; 

(2) SE LOCATED WHERE ALL-BEAM PATHS CAN BE DfRECtLYbElSERVED AT AU &ES; AND 

(3) BE AN EMPLOYEE OF THE VARIANCE HOLDER WHO WILL BE RESl’0NSIBl.E FOR-@@ TRAINING AND CONOUGT OF THE OPERATOR. 

g. # THE MAXIMUM LASER PROJECTDR OUTPUT POWER WILL NOT EXCEED THE LEVEL REQUIRED TO OBTAIN THE INTENDED EFFECTS. 

. Il. THE PROJECTION SYSTEM (I.E.. THE PRoJECToR.AN@ ALL OTHiER COMPONENTS USErj TO PROOUCE THE LlGHTtNG EFFECTS) WILL SE 
SECURELY MOUNTED OR IMMOBILIZED TO PREVENT UNJNTENOED MOVEMfNT QR MlBALItiNyENT. BEAM LIMtTERS WILL BE PROVIDED 
AS AN INHERENT PART OF THE SYSTEM DESIGN TQ PREVENT ,OVEFiFiLLiN’G OF SCREENS, BEAM STOPS. TARGETS, ETC. 

i. LASER PROJECTORS WlLL.NOT’BE DEL;IVERBD TO ANY OTHER PARTY UNDER AN AGREEMENT OF SALE. LEASE, OR LOAN UNLESS AND 
UNTIL THE RECIPIENT DEMONSTRATES TXAT THW; HAVE A VARlANCE IN EFFECT p;r THE TfME OF DELIVERY THAT PERMITS THEM TO 
PRODUCE tASER LIGHT SHOWS INCORPQRAJING SUCH PROJECTOR. 

IN ADDITION TO THE REQUIREMENTS OF 21 CFR lQ4&O(h), THE MANUFACTUREROF LASER PROJECTORSISYSTE~S WILL PROVIDE TO 
PARTlES WHO PURCHASE, LEASE, OR BORROW THE EQUIPMENT, ADEQUATE USER’S INSTRUCTIONS FOR SAFE INSTALLATION AND 
OPERATION AND WHICH EXPLAIN THE RBSPONBISI~ITY OF THE REClt%ENT AS AN ItiDEPENOENT LlGlfT SHOW MANUFACTURER TO 
SUBMIT THE REQUIRED REPORTS AND APPLY FOR AN0 OBTAIN A VARlANCE FROM r;aRH PRIOR TO INTROOUCTION INTO COMMERCE OF 
ANY LASER LIGHT SHOWS. 

k. KTHE REQUIREMENTS OF 21 CFR’ 1002.3O(a)f1) AND (2) WfLL BE ACCOMPLISHED THROUGH THE USE Of WRITTEN PRQCEDURES FOR SETUP. 
ALIGNMENT, TESTING. AN0 PEtiFORMANSE OF EACW SHOW. THESE PROCEOURE@ WlLl, BE IN SUFFICIENT DETAJL‘TO ENSURE COM* 
PLIANCE WITH 21 CFR 1040.10, THE CONDITIONS OF THIS VARIANCE, AND THE @mrRq 0~ Access TO RAD;IATION AREAS USING THE 
PROCEDURES DESCRlBED-IN TtiE AN& Z’f36.1 STANDARD FOR THE S&FE USE OF LASkRS (AMERICAN NATIONAL STANDARDS INSTITUTE, 
1430 BROADWAY, NEW YORK, NY 10018) OR ANY OQ+ER EQUtVAiENT USER CONSENSUS-STANDARD AND, WHERE APPLICAf$LE, STATE OR 
LOCAL REQUIREMENTS. LASER RADIATION AREASWHICH CAN CONTAIN RADIATION LEVELS ABpVE THE LIMF% SPECIFIED IN 21 CFR 
1040.11(c), WILL BE CLEARLY IDENTIPIED BY THE POSTING OF WARNING SIGNS ANtl/OR REB‘T~ICTING ACCESS THROUGH PHYSICAL 
MEANS (SUCH AS PRESSURE S~lTGHE;s, PHO?OCEf;LS, BARRIERS, GUARDS, ETC.). THESE REQUIREMENTS APPLY TO TEMPORARY AREAS 
(SUCH AS DURtNG SETYP AN0 ALIGNtiENT PROCEDURES) AND TO‘FINAL OR @ERMANLNTAREAS. THE VAR1ANCE HOLDER WtLL RETAIN 
THE RECORDS OF THESE PROCEOURES ANDTHE RE$ULTS OF ALL TESTB 4% REQUtRED BY 2i @l=R 1002.31. A COPY OF THE VARIANCE 
APPLICATION, THE APPROVAL LETTER, CURRENT PR@?.EDURES. AND RECORDS RELATtNG TO EACH PARTICULAR SHOW WILL BE WtTH 
THE OPERATOR OR OTHER RESPONS1Bl.E INDlVlDuAL AND WILL BE MADE AVAILABLE FOR lNSPEdTtON BY FDA AND OTHER RESPONSI- 
BLE AUTHORITIES. 

I. 
FORM FDA 3147 -7) 
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.‘Z ‘ AOVANL~ Wndb ttiu ~~UIICI~~CIIMV WILL at Ivtny- nr . . . .,_. ,-_ . -__ ___ . 
PROVlDfNG SHOW fTfNERARY WfTv DATES AND LOCATttJNS CLEARLY AN0 CCMPLE~ELY IDENTZFfED, AND A BASfC DESCRIPTfON OF 
PROf’OSEO EFFECTS fNCLUDfNG A STATEMENT OF TM MAXIMUM POWER bVrf%T IffTENdED. &ft% NOTfFfCAllONS WILL BE MADE, BUT 
NOT NECESSARILY BE LfMfiED, Tb: _ 

I (1) THE CENTBR POR DfZVfCES AND RADf,OLOGfCAL @M..Ttj, OFFICE OF CoMPLf~NCiE @@Z-312), &f57 GEORG,fA AVE., SILVER SPRING, ~0 
20910, PROVIDING THE INfTfAL ~ND,CLMlNG MT%?) FOR FIXED fNSTAitAigfJrJ$ AN@ Tf’fE I’PiNEyRY FOR M&fLE SHOWS. IN ADDI.  
TDN, UNLESS Au. ASSP*TS oli EACH; qwqw f-k+Vk ~SSN REPORTED ~Fio.~f-fa AC~;ESZ&ON NUMBERS cu5:Afk~ REFERENCED, EACH 

i t4oncE w4u INCLUDE CMZAM$O DEsGRfPnorps cfF EACH snow AND 15 uS*t@ @FALL EFjEfxS ~0 ~~EPERFORMED IN SUFFICIENT 
DEiAlL TO CONFIRM CQhlPLf&JCt? W F W  ma REGULATfONS AND THlS VARIANCE 

(2) THE FEDfZRAL AVIATION AD~fFJiBTRATfON (FAA) FOR AN~PRUf&C$BNS’iNfO OPEN:AfRSFAfX ATANV TltiE @.E; INCLUDING SET.UP, 
AUGNMEfUFf RMEAf?BALB, PERFORMAN@Sk ETC.), tF THE FAA OBJECTSTO-ANY LASEk EFEf%%S$ TM? OB,@C~HS WfLk: BE RE. 
SOLVEffANOANY t%‘JDfTkON~qRfaU&STEG Sy’F&A Wfti BE  ADHERED TQ; IF MEtiE-CDNDfT’fdNS QFN ~O~&M!T’:~TfiE OS.& 
TIONASLE EFFECTQ WILL BE DELETBij’ FROM THE‘!#OW. ~__’ ‘, .. 

: ,:I. <: 1’ ,’ 
;- ..::;, (,, 

.; ,’ ’ 
(3) STATfZAND LOCAL RADfATfON CONTROL C)FFICESr%$‘%MCfEB F0R.Af.k &HowSTa BFkIP&M& WfTHfii I%fR JkiSrblGTfONS. ALL 

REQUIREMENTS OF STATE ANOjLOCAL UW WILL a)E SAtf$FI&D AMD’ANY O&EG7$E#Ji RA&ED-aY f&CAY; AfJTHORfTfES WfLL 3E RE. 
SOLVED OR THE EFFECTS DEqTEI), (LISYS OF F’EbERAL AND STATS t%?%ZE~AR~AVd~3~~ F~MTHECENTER FORDEVICES AN0 
RADIOLOGICAL HEALTH UPON @EQUES?. j  

14. REMARKS 

CBRTlFlCATfON 

f CERTIFY that aft of the above inlormation and statements -are true, complete, and correct to the be$t of my knowleBge and acknowledge that my 
varfancs applicatton may be denied or my  varfante may be fcvaksd %thfs application is found to ba #ala& misfeading. or incorrect in any material way. 
f have subm&ted and wJff submit afi reports requfred by 2’1$PR tCU$tU and 1002.12 on the fa5er equipmwt and &how&). 1 further unWerstand that l 
may be required by regulation or by the Direttor; Center for Devices and Radiological Heaftb, to sup&y.suth other information as may be necessary to 
evaluate and act on this application. 

(5. SIGNATURE 
, 16. NAME Crypa or Piint) 17. ,TITLE 

Ian EPhrand, I&O I’ -. -. 
LaSer SSfety Officer' ' 


